CENTER FOR DRUG EVALUATION AND RESEARCH

APPLICATION NUMBER: NDA 20-708/S-005
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Tap Holdings Inc.
2355 Waukegan Road APR | 6 1908
Deerfield, IL 60015

Attention: Aruna Dabholkar, MD,,
Associate Director, Regulatory Affairs

Dear Dr. Dabholkar:
We acknowledge receipt of your supplemental application: for the following:

Name of Drug: Lupron Depot® 3 Month 11.25 mg
(leuprolide acetate for depot suspension)

- NDA Number: 20-708

Supplement Number: S-005

( " Date of Supplement: April 10, 1998

Date of Receipt: - April 13, 1998

Center for Drug Evaluation and Research

Division of Reproductive and Urologic Drug Products, HFD-580

Office of Drug Evaluation IT

Attention: Document Control Room 17B-20

5600 Fishers Lane g
Rockville, MD 20857

Sincerely,
/87 -
Lana Pauls“
Chief, Project Management Staff
— Division of Reproductive and Urologic
: Drug Products, HFD-580
\ “ Office of Drug Evaluation [ .
Center for Drug Evaluation and Research
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cc:
Original NDA 20-708/S-005
HFD-580/Div. Files
HFD-580/CSO/A. Dunson

- SUPPLEMENT ACKNOWLEDGEMENT
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February 8, 1999

Division of Reproductive and Urologic Drug Products, HFD-580
Document Control Room 17B-20

Center for Drug Evaluation and Research

Food and Drug Administration

5600 Fishers Lane

Rockville, MD 20857

RE: Lupron Depot®-3 Month 11.25 mg
(leuprolide acetats for depot suspension)

NDA 20.-708, S.005
Serial No. 003

( ; Dear Dr. Rarick:

This is to inform you that al] the safety data from study M95-506 was submitted in the
4-month safety update dated August 7, 1998. Since the study is complete there is no new
safety data availabje at this time.

Sincere] y.
e . Wik ) 2110715
Aruna Dabholkar, M.D., RAC /
Associate Director, Regulatory Affairs S /7 ‘7 - &

(847) 3174893
(847) 317.5795 (fax) ' Vieoy/) >

AD/mca et 7 /)‘Z/




TAP HOLDINGS INC.
parent-of TAP Pharmaceuticals Ing

Lurn Lake Office Plazz
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December 3, 1998

Division of Reproductive and Urologic Drug Products, Ho 2R
Document Control Room 17B-20

Center for Drug Evaluation & Research

Food and Drug Administration

5600 Fishers Lane

Rockville, MD 20857

,., RE:  Lupron Depot®-3 Month 11.25 mg
f NDA 20-708, s-005
N Amendment No. 002

Dear Dr. Rarick:

( | A Submitted is the information requested by Dr. Safran. A desk copy of this
submission is sent directly to Dr. Safran.

Sincerely,

Gl —

: Aruna Dabholkar
! Associate Director, Regulatory Affairs
(847) 317-4893 :

! AD:dk
REVIEWS COMPLETED
CS0O ACTION:
CJemmer [N CImemo
(\ CSO INMALS DATE
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TAP HOLDINGS INC.
parent of TAP Pharmaceuticals Inc.

. Bannockburn Lake Office Plaza

2355 Waukegan Rd;
Deerfield, IL 60015

August 7, 1998

Sre. by
Division of Reproductive and Urologic Products, HFD-S:S;O g wfﬁlé

Document Control Room 17B-20 R
Center for Drug Evaluation and Research P / -
Food and Drug Administration f/ 7z // 7 =

5600 Fishers Lane o

Rockville, MD 20857

RE: Lupron Depot®-3 Month 11.25 mg
(leuprolide acetate for depot suspension)
NDA: 20-708, S-005
Amendment No. 001 4-Month Safety Update

Dear Dr. Rarick:

The Sponsor, TAP Holdings Inc., submits this amendment (Four Month Safety
Update) to the Supplemental Application under the provisions of Section 505(1)
of the Federal Food, Drug and Cosmetic Act and 21 CFR 314.50(d)(5)(vi)(b).

This amendment contains safety data from the follow-up period of clinical study
MS6-506.

- Sincerely,

LI~

Aruna Dabholkar, M.D,

Associate Director, Regulatory Affairs:
(847) 317-4893 § REVIEWS COMPERTED ¥

AD/mea | €S0 ACTION:

LIemmer vy MEMO
Attachment D

CSO iNITIALS DATE
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TAP HoLpIiNgs INnc.
parent of TAP Pharmaceuticals Inc. : FEWEWSCOMPLETE) " ’
.;'(i\uannockburn Lake Office Plaza CSO A‘:‘TION

Sl Lliemmer g, CImemo
April 10, 1998 CS0 TiALS T

Division of Reproductive and Urologic Products, HFD-580

Document Control Room 17B-20

Center for Drug Evaluation and Research

Food and Drug Administration 2

S
5600 Fishers Lane  NDA NOZIS 708" Rer: NO.GHR - 008
Rockville, MD 20857 ' NDA SUPPL FoR ZD«-O,:t

RE: Lupron Depot®-3 Month 11.25 mg (leuprolide acetate for depot
suspension)

NDA 20-708, S-005

Supplemental Application for Prior Approval

Dear Dr. Rarick:

The check (no. 052887) for the total user fees
on April 3, 1998, '

CS0 ACTION: o
DLEHEB CINAL CImemo

——

CSO INmIALS naT




For any queries or information regarding this application please contact me at
(847) 317-4893.

Sincerely,

il

Aruna Dabholkar, M.D.

Associate Director, Regulatory Affairs
(847) 317-4893

(847) 317-5795 (fax)




